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Tag
D6013 LABORATORY DIRECTOR RESPONSIBILITIES

CFR(S): 493.1407(e)(3)(ii)

The laboratory director is responsible for the overall operation and administration of
the laboratory, including the employment of personnel who are competent to perform
test procedures, and record and report test results promptly, accurate, and proficiently
and for assuring compliance with the applicable regulations. () The laboratory
director must-- (e)(3) Ensure that-- (e)(3)(ii) Verification procedures used are
adeguate to determine the accuracy, precision, and other pertinent performance
characteristics of the method;

This STANDARD is not met as evidenced by:

. Through areview of the new instrument validation documentation for the CDS
Medonic M Series Hematology Analyzer, lack of documentation, aswell as
interviews with staff, it was determined the Laboratory Director failed to approve
validation procedures to ensure they are adequate to determine the accuracy,
precision, and other pertinent performance characteristics as evidenced by: A. A
review of the validation documentation for the CDS Medonic M Series Hematol ogy
Analyzer dated 11/01/2017 revea ed the verification procedures were not approved or
signed by the Laboratory Director. B. In an interview on 03/27/2019 at 1030,
technical consultant (aslisted on CM S form 209) confirmed the validation for the
CDS Medonic Hematology Analyzer were not approved or signed by the Laboratory
Director.



